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DETAILED ACTION 

Receipt is acknowledged of Request for Extension of Time, and Amendment filed 
09/06/05. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 5, 7, 9, 11-19, 21-24, 29, 31, 50 and 51 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Lundberg (US 6,132,770). 

Lundberg teaches an effervescent tablet comprising mixture of enteric-coated 
pellets (beads, particles, granules) containing proton pump inhibitor (ppi) core (acid- 
labile active substance) (column 3, lines 59 through column 4, lines 1-19). The core 
material is chosen from celluloses, sugar, non-pareils, or mixture thereof, having size of 
0.1-4 mm (100-4000 pm) (column 8, lines 11-54). The ppi is mixed with filler, binder, 
lubricant, disintegrant, surfactant, other additives, and alkaline reacting agent (basic 
salt), including, calcium and magnesium salts (column 8, lines 55 through column 9, 
lines 1-5). The filler, binder, lubricant, disintegrant, surfactant, and other additives, 
including sodium lauryl sulfate, microcrystalline cellulose, mannitol, and hydroxypropyl 
cellulose are disclosed in column 22, lines 53-57). The pellets are coated with one or 
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more enteric coating layers comprising methacrylic acid copolymers, and an over 
coating layer (column 10, lines 16 through column 11, lines 1-21). The coated pellets 
are then compressed to tablets having hardness of 51-100 N (which if converted into kg 
would fall within the claimed range), and disintegrating time is about 55 seconds (see 
examples). 

Lundberg does not teach the content of hydroxypropoxyl group in the 
hydroxypropyl cellulose as claimed in claims 52 and 53. However, Lundberg teaches 
the use of hydroxypropyl cellulose within the claimed amount (examples 5, 6, 8, and 12) 
to obtain the same result, namely, an effervescent (disintegrable) tablet having the 
claimed hardness and disintegrating time. Accordingly, it would have been obvious to 
one of ordinary skill in the art to, by routine experimentation determine a suitable 
hydroxypropoxyl group of the hydroxypropyl cellulose to obtain the claimed invention, 
because the reference teaches the use of a similar compound to achieve the claimed 
tablet having the desired hardness and disintegration time. 

It is noted that Lundberg does not expressly teach the claimed amounts of the 
ingredients of claims 14-16. However, generally, differences in concentration will not 
support the patentability of subject matter encompassed by the prior art unless there is 
evidence indicating such concentration is critical. Where the general conditions of a 
claim are disclosed in the prior art, it is not inventive to discover the optimum or 
workable ranges by routine experimentation. In re Aller, 220 F.2d 454, 456, 105 USPQ 
233, 235 (CCPA1955). 
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Claims 1-3, 5, 7, 9, 11-19, 21-24, 29, 31, 50 and 51 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Lundberg (US 6,132,770), in view of Watanabe et al. 
(Biol. Pharm. Bull. Vol. 18, No. 9). 

Lundberg is relied upon for the reason stated above. Lundberg does not 
explicitly teach the oral disintegration time in one minute or less. 

Watanabe teaches a rapid disintegrate compressed tablet comprising crystalline 
cellulose and low-substituted hydroxypropyl cellulose (L-HPC) (see page 1308, 
materials and methods section). The tablet which is rapidly disintegrated and dissolved 
in the mouth within 30 second, and having a crushing strength of 8-18 kgf (see page 
1308, and page 1309, results and discussion section). Thus, it would have been 
obvious for one of ordinary skill in the art to prepare the effervescent tablet of Lundberg 
using crystalline cellulose and L-HPC in view of the teaching of Watanabe to obtain the 
claimed invention, because the references teach the advantageous results in the use of 
similar disintegrating agents for the same purpose, such as, Lundberg teaches the 
effervescent tablet is especially suitable for patients with swallowing disorders and in 
pediatrics (column 3, lines 53-55), and Watanabe teaches that it is necessary to 
develop a new type of tablet having the characteristics of rapid disintegration and 
dissolution in saliva suitable for elderly patients, and patients 'having difficulties or 
experience inconvenience in swallowing (see page 1308). 
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Response to Arguments 

Applicant's arguments filed 09/06/05 have been fully considered but they are not 
persuasive. 

Applicant requests for further clarification of the 102(e) rejection by Lundberg US 
6,132,770. In response to applicant's argument, the 102(e) rejection by Lundberg has 
been withdrawn in view of applicant's Amendment filed 12/14/04, incorporating the 
subject matter of claim 25 into claim 1 . 

Applicant argues that the Examiner is still mistaken in thinking that since the cited 
reference teaches that an effervescing tablet has a disintegrating time of about 55 
seconds, that the aspects of the invention presently claimed are obvious. In response 
to applicant's arguments, the Examiner fully understand applicants' remarks, however, 
upon reconsideration, the instant claims are obvious for the following reasons: 

1 ) Although Lundberg does not expressly show the oral dissolution time, 
applicant has not present data showing that the tablet taught by Lundberg does not 
have the claimed oral disintegration time, because Lundberg does teach that the tablet 
having a disintegrating time of about 55 seconds in water (see examples). The Shimizu 
Declaration dated 10/14/04 does not, at all, show the disintegrating time in the mouth of 
the tablet taught by Lundberg. The Declaration only states the uncomfortable of large 
amount of carbon dioxide evolved if an effervescent tablet of Lundberg is taken orally 
without water. However, the result of discomfort is not a property that would aid in 
distinguishing over the teachings of Lundberg. 
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2) Although Lundberg does not expressly teach disintegrating the tablet in the 
mouth, however, nothing in Lundberg prevents or prohibits a patient to put the 
effervescent tablet taught in the mouth. Moreover, nothing in Lundberg would prevent a 
patient to put or chew the tablet and then using water or juice after chewing, or after the 
tablet has disintegrated in the mouth. 

Applicants' reasons for not showing a side-by-side comparison have been fully 
consider but are not persuasive in view of the following reasons: 

1) Inoperable due to engine failure is not a relevant analogy, because the 
Declaration does not show or declare that the effervescent taught by Lundberg is 
inoperable for oral administration. The Declaration only shows that large amount of 
CO2 evolved would result in discomfort or uncomfortable (see page 4, second 
paragraph). However, nowhere in the Declaration states that the effervescent tablet of 
Lundberg is inoperable for oral administration. 

2) The Declaration confirms that the effervescent tablet of Lundberg does 
disintegrate in the mouth. 

3) It is noted that the Declaration requires the tablet to be held in the mouth for 1 
minute. However, the dissolution time recites in the claims is from about 5 seconds to 
about 55 seconds. First, the Declaration does not show that the tablet of Lundberg 
does not disintegrate in the mouth within the claimed time. Second, the Declaration 
does not show that the tablet of Lundberg would result in discomfort if held in a mouth 
for a period of less than 1 minute. 
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4) Finally, as discussed above, nothing in Lundberg would prevent or prohibit one 
to chew or dissolve the tablet of Lundberg in the mount, and then drink water or juice if 
there is any discomfort. It is noted that the claimed invention does not preclude the use 
of water in concurrent with or after placing the tablet in the mouth. 

In response to applicant's argument that Lundberg is nonanalogous art, it has 
been held that a prior art reference must either be in the field of applicant's endeavor or, 
if not, then be reasonably pertinent to the particular problem with which the applicant 
was concerned, in order to be relied upon as a basis for rejection of the claimed 
invention. See In re Oetiker, 977 F.2d 1443, 24 USPQ2d 1443 (Fed. Cir. 1992). In this 
case, Lundberg teaches the effervescent tablet having disintegrating time in about 55 
seconds using similar ingredients being claimed to obtain an oral tablet suitable in 
pharmaceutical art. 

Applicant states that so far four Declarations have been submitted in the pending 
application, to try to show the Examiner the differences between cited art and the 
presently claimed invention. Despite applicant's every attempt to educate the 
Examiner, she continues to reject the present claims. However, in four of the 
Declarations submitted by the applicant, none of which show that the tablet of Lundberg 
does not disintegrate in the mouth within the claimed time. 

Applicant argues that Watanabe is cleariy directed to tablets which can be 
dissolved orally with only saliva, while Lundberg is not directed to such tablets. 
Therefore, there would be no reason to combine the teachings of references directed to 
two different methods of tablet administration. In response to applicant's argument, the 
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test for obviousness is not.whetlier tlie features of a secondary reference niay be bodily 
incorporated Into the structure of the primary reference; nor is it that the claimed 
invention must be expressly suggested in any one or all of the references. Rather, the 
test is what the combined teachings of the references would have suggested to those of 
ordinary skill in the art. See In re Keller, 642 F.2d 413. 208 USPQ 871 (CCPA 1981). 
In the instant case, Watanabe teaches it is necessary to develop a new type of tablet 
that is rapidly disintegrated and dissolved in the mouth useful for use when water is not 
available. Watanabe further teaches the useful tablet is suitable for elderly patients, 
and patients having difficulties or experience inconvenience in swallowing (see page 
1308). Therefore, it would have been obvious to one of ordinary skill in the art to modify 
the effervescent tablet of Lundberg to obtain a result similar to that of Watanabe, 
because Lundberg teaches the same desire that was recognized by Watanabe, namely, 
tablet that is especially suitable for patients with swallowing disorders and in pediatrics. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant Is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action Is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Iran whose telephone number is (571) 272- 
0606. The examiner can normally be reached on Monday through Thursday 6:00 am to 
4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Patent Examiner 
Art Unit 1615 



